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e	
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5.
E
T
v
o
a
	
  t
l
h
u
e
a
	
  
t
e
i
x
o
t
n
e
”
n
	
  s
t
t
	
  t
a
h
g
a
e
t
	
  
	
  
b
li
a
s
s
t
e
in
d
g
	
  o
	
  d
n
e
	
  u
ci
n
s
d
io
is
n
c
s
l
	
  
o
a
s
r
e
e
d
	
  in
,	
  n
fo
o
r
n
ma
sci
l
e
ly
n
	
  
t
ma
ific
d
	
  c
e
o
	
  a
mme
t	
  the

n
	
  “Scienti

“federal	
  partners,”	
  the	
  proposed	
  changes	
  cannot	
  improve	
  the	
  tr
ts
a
	
  
n
o
s
f	
  
p
th
ar
e
fi
	
  
c	
  

2
th
9
e
	
  “
	
  R
li
o
st
C
e
	
  pr

ency	
  of	
  

believe	
  th
ni
at	
  th
n
o
g
c
	
  
e
s
s
e
s
s
	
  
s
o
i
r
o
	
  
n
imp
”	
  cl
r
e
ove	
  the	
  sci

e	
  NTP	
  deci
a
d
r
e
l
s
y
	
  wh
	
  sho

e
w
th
s
e
	
  
nti
tha
fi
t
c
	
  n
	
  q
o
uali
ngo

ty
ve
	
  o
r
f
n
	
  th
me
e
n
	
  Ro
tal
C
	
  s
.	
  
t
T
a
h
k
e
e
	
  
h
N
o
o
l
v
d
e
e
mb
rs	
  
er	
  

review	
  stage.	
  Nothing	
  in	
  the	
  proposed	
  
er	
  to

process	
  
	
  list	
  a	
  subs

chan
tanc
ges	
  
e
w
	
  pr
ould
ior	
  to

	
  rebut	
  that	
  
	
  the	
  scientific	
  

belief.	
  
6. 

a
The	
  NTP	
  would	
  continue	
  to	
  “consider”	
  publi

ar
c
g
ce
u
p
me
t	
  a
n
n
t
y
s
	
  
	
  
r
th
es
e
p
y
o
	
  c
n
o
s
n
ib
t th

5
a
il
i
i
n
t
.
y
	
  In	
  the	
  1
	
  to	
  actua

2
lly
	
  R
	
  respond

c
	
  
	
  
t
c
o
o
	
  t
mme
hem	
  

n
o
t
r
s
	
  
,
r
	
  b
e
u
b
t
u
	
  i
t
t
	
  t
	
  w
he
o
	
  
u
sc
ld
ie
	
  n
n
o
ti
t
f
	
  
ic	
  

i
to
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  pub
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l
r
i
a
c
i
	
  c
s
o
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mme
	
  by	
  p

n
u
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b
.
li
	
  
c
T
	
  
h
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is
mme
	
  docu

n
me
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n
s	
  
t
a
	
  
o
ad
C
d
,	
  t
r
h
e
e
s
	
  
s
N
e
T
s	
  
P
a
	
  
	
  
f
s
o
ma
r	
  t
l
h
l	
  
e
s
	
  
u
fi
b
rs
s
t
e
	
  
t
t
	
  
i
o
me
f	
  th
	
  r
e
e
	
  
s
s
p
ci
o
e
n
n
d
t
e
if
d
ic
	
  
	
  

w
is	
  
a
st
y
rik
s	
  th
ingl
at	
  are	
  inconsistent	
  with	
  the	
  co

n
mme
d	
  oft

n
e
t
n
e
	
  r
r
e
s	
  
p
th
re
e
s
ms
ents	
  those	
  i

y	
  bereft	
  of	
  actual	
  rebuttal	
  evidence.	
  That	
  it	
  fa
e
ll
l
s	
  w
ves

oeful
.	
  The

s
	
  
sues

l
d

	
  in	
  

y	
  short
ocume

	
  of	
  a
nt	
  

	
  

	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  
4

5	
  National	
  Toxicology	
  Program	
  (n.d.).	
  
	
  See	
  42	
  U.S.C.

	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  
	
  §	
  241(b

	
  
)(4)(A)-­‐(B).	
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s
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olar

	
  r
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es
	
  jo
pons

s.	
  
urna

e	
  is
l	
  w
	
  s
o
elf
uld
-­‐evident
	
  accept	
  

	
  w
it	
  a
hen	
  one	
  considers	
  w
s	
  sufficient	
  to	
  overco

het
me
her	
  t
	
  neg

he	
  edit
ative	
  p

or	
  of	
  a
eer	
  

	
  

7. BSC
seek

	
  r
s	
  
e
ra
vi
t
e
ifica
ws,	
  i

tion	
  
f	
  any,

of	
  
6

t
	
  wo
he	
  
uld

validation	
  of	
  the	
  scienti
NTP’

	
  co
s	
  
nti
prop
nue
osed	
  
	
  to	
  be

pol
	
  gui
icy	
  
de
decisions	
  
d	
  by	
  a	
  charge	
  that	
  primarily	
  

rather	
  than	
  

U
of	
  O
nd
RoC	
  w
er	
  the	
  cur

ork	
  
re
pr
n
od
t	
  p
ucts
roce

fic	
  inf
ss,	
  the	
  BSC

ormati
	
  i
o
s
n
	
  a
	
  contained	
  in	
  ORoC	
  work	
  products.	
  

validating	
  NTP	
  policy	
  decisions,	
  not
	
  for	
  the	
  narrow	
  and

sked	
  to	
  merely	
  opine

	
  conduct
	
  nons
	
  a	
  genuine	
  scient

cientific	
  pur
	
  on	
  the	
  adequacy	
  
pose	
  of	
  

 

Nothing	
  in	
  the	
  proposed	
  changes	
  would	
  remedy	
  this	
  fatal	
  proced
ific	
  review

ural	
  defect
.	
  

.	
  
8. BSC

and	
  th
	
  re
e
vi
ir
e
	
  r
ws
epo
	
  wo
rts
uld
	
  wo
	
  be
uld
	
  co
	
  be
nti
	
  s
nue
umma
	
  to	
  be

rize
	
  functi
d	
  by	
  

o
N
nally	
  co
TP	
  staff

ntr
.	
  	
  BSC
olled	
  b
	
  reviews	
  ar

y	
  NTP	
  st
e	
  
aff,	
  

 

to
cond

th
	
  ad
uc

e	
  pr
vo
ted	
  a
cate	
  f

s	
  c
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o
	
  th
lloqu
eir	
  wo

ies	
  
r
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k.	
  T
w
h
e
e
en	
  B
re	
  is

S
	
  no
C	
  members	
  and	
  NTP	
  staff,	
  whose	
  role	
  is	
  

ocess	
  include	
  even	
  the	
  pretense	
  of
	
  ad
	
  intellectual	
  balance.
vocate	
  for	
  opposing	
  v

	
  
iews,	
  nor	
  does	
  

9. Con
conc

sist
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en
in
t
g
	
  w
	
  th
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e
h	
  
	
  t
t
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he	
  
n
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g	
  
ist
of	
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g
c
	
  
h
p
	
  
rocess,
of	
  the	
  p

	
  t
r
he	
  
o
proposed	
  revision	
  lacks	
  clarity	
  

pro
number	
  of	
  public	
  comment	
  pe

vided	
  is	
  unreasonably	
  short	
  (e.g.,	
  less	
  than	
  60	
  days).	
  	
  Simi
riods	
  is	
  su

c
f
e
fi
s
c
s
ie
	
  e
n
le
t	
  
me
if	
  th
n
e
ts
	
  a
.	
  
mo
For
u
	
  e
nt
xample,	
  no	
  

be
l
	
  
a
o
r
f	
  
l
t
y
i
,
me
	
  it	
  w
	
  
ould	
  

r
c
e
o
v
mme
	
  cynic

n
al	
  to
ts	
  if	
  t

	
  s
h
ugge
ey	
  a

s
r
t	
  th
e	
  no

at	
  pe
t	
  p

er	
  review	
  panels	
  can	
  take	
  account	
  of	
  public	
  

pro
iew	
  
vide

se
	
  in
tt
stall
ing	
  ma

	
  the
k
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es
e
	
  th
lv
a
es
t	
  i
r
nfeasible	
  or
ovided	
  enough	
  t

	
  inconvenient,	
  or
ime	
  to	
  revie

	
  if	
  the	
  NTP	
  staff	
  
w	
  them,	
  or	
  if	
  the	
  

 

public	
  commenters	
  and	
  pe
	
  
e
a
r
s
	
  
	
  
r
b
e
a
v
r
i
r
e
i
w
er
e
s
r
	
  
s
to
.	
  
	
  effective	
  communication	
  between	
  

10.
c
L
o
ik
mp
e	
  t
l
h
ia
e
n
	
  c
c
u
e
r
	
  
r
w
e
i
n
th
t	
  
	
  
p
a
r
p
o
p
c
l
e
ic
s
a
s
b
,	
  t
l
h
e	
  
e
in
	
  r
f
e
o
v
r
i
ma
sed	
  process

reproducibility,	
  and	
  objectivity),	
  particularly	
  the	
  requireme
tion	
  qual

	
  
i
h
ty
a
	
  
s
s
	
  
t
n
a
o
n
	
  
d
p
a
ro
rd
v
s
is
	
  (
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e.
n
g
	
  
.
f
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o
t
r
r
	
  
a
a
n
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s
i
p
rma
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t
n
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d
w
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d
a
	
  D
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  revie

n
w
t
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  infor
of	
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  w
t
o
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n
	
  
	
  
p
q
r
u
o
a
d
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u
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  g
s
u
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s
e
	
  r
l
e
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q
e
u
s
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  b

n
y
t
	
  g
	
  f
o
o
v
r
e
	
  p
r
r
n
e
me
-­‐

have	
  been	
  in	
  place	
  for	
  more	
  than	
  nine	
  years.	
  
	
  	
  These	
  guidelines	
  

nt-­‐

process
This	
  list	
  of	
  commonalities	
  between	
  the	
  current	
  and	
  proposed	
  revi

process
es
	
  in	
  ways
	
  is	
  extens

	
  that	
  would
ive.	
  In	
  ea

	
  enhance	
  tr
ch	
  case,	
  the
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  N
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a
	
  
rency,	
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  mi

redu
ssed

ce	
  
	
  an
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  opport

C	
  inefficiency,	
  a
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  to
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  re
	
  
vise	
  the	
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of	
  “expert
6	
  The	
  propose
	
  pa

d	
  revision	
  would	
  permit	
  the	
  NTP	
  to	
  bypass	
  BSC	
  review	
  in	
  favor	
  

would	
  h
7
ave	
  u

nel
nsp
s.”
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  In	
  t
ifie
he	
  t
d	
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a
	
  of	
  t
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he	
  proposed	
  process	
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,	
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  a

nge,	
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  “
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pert

	
  
	
  panels”	
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  of	
  Man

(
a
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  U.S.	
  Department	
  of	
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  of	
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  I	
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  the	
  NTP	
  to	
  reconsider	
  its	
  implicit	
  

W

effort
time
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  p
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e
n
r
	
  
s
n
u
o
a
t	
  to	
  make	
  any	
  improvements	
  in	
  these	
  areas.	
  The	
  NTP	
  will	
  have	
  a	
  difficult	
  

advance

hat

s	
  a

 

The	
  nex
C

re	
  serious	
  if	
  it

	
  any	
  o

han

din

g

g

e

	
  it

s

s

 

	
  

A

st

r

a
	
  fa

e

ke

f	
  th
t	
  quest
e	
  NT

ion	
  is	
  w
P’s

 

il

In

h
s	
  t
ol
o	
  do	
  so.

	
  state

c

d

lu

ers

ded in

,	
  th
	
  
e	
  Ad

 th

min

e Propos

istration,	
  and	
  t

al

he	
  Congress	
  that	
  its	
  

hether	
  the	
  proposed	
  changes	
  w

“no.”	
  	
  The	
  changes	
  proposed	
  ar
d
e
	
  go
	
  high
als
ly	
  unli
.	
  	
  Unfo

ke
rtunate
ly	
  to

ly,	
  the	
  ans

? 

oul
we
d	
  percept
r	
  is	
  a	
  resounding	
  

ively	
  

const
transpar

rued),	
  
enc

t
y
h
.	
  T
ey
o
	
  w
	
  th
o
e
u
	
  e
ld
xte
	
  do
nt	
  th
	
  so	
  b

at	
  th
y	
  un

e
d
y
e
	
  i
r
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min
ro
in
v
g
e
	
  
	
  
t
O
ra
R
n
o
	
  ma
C	
  “efficiency
ke	
  any	
  po

”	
  (
sit
nar
ive	
  

r
c
o
o
wly
ntri

	
  
bution	
  to	
  

s
re
o
f
	
  i
o
t
r
	
  i
ms
s	
  h
	
  
a
wo
rd
uld
	
  to	
  i

	
  r
ma
educe	
  th

sparency.	
  None	
  of	
  the	
  pr

gine	
  ho
e
w
	
  pr
	
  t
o
h
pe
ey
ns
	
  w
i
o
ty	
  of	
  the	
  NTP	
  to	
  generate	
  scientific	
  contr

oposed	
  
oversy,	
  

th
int
an	
  i
end
t	
  i
s	
  
s
t
	
  to
o	
  b
d
e
ay
	
  ev
.	
  
en	
  more	
  dismissive	
  o

u
f
l
	
  
d
p
	
  
u
ma
bli
k
c
e
	
  p
	
  p
a
u
rt
b
i
l
c
i
i
c
p
a
a
t
t
io
io
n
n
	
  t
	
  a
ime
nd	
  
l
g
ie
e
r
n
	
  unles
uine	
  p

s
e
	
  the	
  N
er	
  re

TP	
  
view	
  

 
My	
  reasons	
  for	
  concern	
  are	
  summarized	
  below:	
  

1. T
of
he	
  cont
	
  advanc

ent
eme
	
  of	
  t
nt
he	
  new
	
  to	
  scient

	
  “concept
ific	
  review

	
  papers”	
  that	
  ORoC	
  would	
  prepare	
  in	
  support	
  

e
a
v
mb
alu
ig
a
u
te
o
	
  
u
th
s.	
  
e
	
  
	
  
A	
  
me
fe
r
w
it
	
  
s
h
	
  o
in
f	
  
t
t
s
h
	
  a
e
r
	
  p
e
r
	
  p
o
r
p
o
o
v
s
i
a
d
	
  (n

l
ed	
  i

ow
n	
  th
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e	
  
l
t
l
e
ed	
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“
	
  b
scient
ut	
  the

ific	
  
y	
  ar
eva
e	
  i
l
ns
ua
uf
tion”
ficie

)	
  
nt	
  to
is	
  

	
  

 

do.
the
	
  
	
  “concept	
  paper”	
  idea	
  or	
  it	
  has	
  d

.
e
	
  E
cli
it
ne
he
d
r	
  
	
  to
the
	
  f
	
  
ully
NTP

	
  d
	
  h
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a
c
s
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  n
s
o
e
t
	
  wh
	
  tho

at	
  i
ugh
t	
  i
	
  t
nte
hro
nd
ug
s
h
	
  to
	
  
	
  

2.
ex
“Concept	
  papers”	
  would	
  be	
  reviewed	
  by	
  the	
  BSC,	
  but	
  the	
  proposal	
  does	
  not	
  

ar
review
e
p
	
  pr
lain	
  th
opos

e	
  nature	
  and

.	
  Thi
e
s
d
	
  d
,	
  s
ef
o
e
	
  th
ct	
  
ere	
  wo

	
  sco
uld
pe	
  o
	
  be
f	
  their	
  charge.	
  No	
  standards	
  for	
  scientific	
  rigor	
  

concerning	
  what	
  “concept
is	
  in	
  pa

	
  papers”
rt	
  the	
  

	
  no
nec
	
  cr
es
i
s
te
a
r
r
i
y
a	
  f
	
  co
o
n
r	
  jud
sequ

gi
e
ng	
  the	
  quality	
  of	
  a	
  BSC	
  

however,	
  there	
  is
8
	
  no	
  reason	
  for	
  conf

	
  wo
id
uld
enc

	
  c
e	
  th
ontai
at	
  e
n.	
  U

nc

arly
nles

e
s
	
  o
	
  th
f	
  a
is
mb
	
  is	
  r
ig
e
u
s
i
o
ty
lv
	
  
ed,	
  

 
significant	
  value. 	
  

	
  BSC	
  review	
  would	
  have	
  

3.
e
T
x
h
c
e
l
	
  
u
N
d
T
e
P
	
  t
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p
e
r
s
o
e
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o
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n
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e
	
  
k
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  p
o
u
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t
i
h
c
e
	
  c
	
  B
omment	
  on	
  “concept	
  papers,”	
  but	
  it	
  would	
  

rea
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son	
  
n
to	
  
te
kno
rs	
  i

w	
  abo
dentify

ut	
  i
	
  crucial
t.	
  If	
  fo

	
  scient
review.	
  T

r	
  some
ific	
  issues,	
  t
SC	
   o	
  the	
  extent	
  that	
  public	
  

i
	
  reason	
  BSC

he	
  BSC	
  would	
  not

nformed,	
  they	
  would	
  not	
  have	
  sufficient	
  opport
	
  me
unit
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y	
  und
ers	
  

er
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  char
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  be

	
  
c
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ve	
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  BSC	
  is	
  to	
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t
	
  s
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c
a
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ll
n
y
t
	
  b
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i
i
a
c
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  a
e
d
d
v
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  t
C
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i
r
s
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  c
v
h
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a
w
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  be	
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  to	
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  it	
  from	
  c

awn.	
  The	
  pur
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  that	
  it

pose	
  of	
  
s	
  

ice,	
  not	
  to	
  protect	
  the	
  NTP	
  from	
  legitimate	
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  nothing	
  to	
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  that	
  the	
  proposed	
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c
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u
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n
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t
	
  p
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  of	
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9
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  on	
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c
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  of	
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  p
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o
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  about	
  the	
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  and	
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  t
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  c
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h
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  of	
  t
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  the

y
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  h
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e
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i
w
n	
  
o
th
u
e
ld
	
  t
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b
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  with	
  
s	
  

c
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  t
icts	
  

 
ar
rig
e
orou
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7. S
du
ome
bious
	
  of	
  the	
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  (see,	
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  i
p
mp
ort
r
u
o
n
v
i
i
t
n
ie
g
s
	
  t
	
  
h
fo
e
r
tics	
  

	
  s
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  to	
  undermine	
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  somewhat	
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  to	
  infer	
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a
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n
p
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c
l
e
y
s
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  the	
  RoC	
  in	
  a	
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  becaus
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f
t
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t	
  g
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  is	
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  RoC.	
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b
a
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t
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f
k
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c
u
y
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  attempt	
  to	
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in	
  the	
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  process	
  wh
10	
  It	
  is	
  plausible	
  that	
  t

at	
  th
his	
  proposed	
  “change”	
  is	
  actu
e	
  NTP	
  actually	
  does.	
  



Dr.	
  Ruth	
  Lunn	
  

Page	
  
N
Direct
ovemb

or,
e
	
  O
r	
  
ffice	
  
30,	
  2

of	
  
01
t
1
he	
  
	
  
Report	
  on	
  Carcinogens	
  

8	
  

asse
But	
  the	
  proposal	
  does	
  not	
  provide	
  evidence	
  for	
  the	
  proposition	
  (or	
  even	
  

a
th
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y
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  i
)
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  t
	
  n
h
o
a
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  t

H

he

o
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o
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t
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  the	
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e
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  c
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e
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a
p

e

n
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g
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b
e
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o
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  w
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u
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p
l
r
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o
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v
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i
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o

r
	
  i
o
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n
v
f
e
o

ss 

	
  
r
“
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e
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ffi
d
c
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i
c

t

e

n

o
	
  me
mme
et	
  t
n
h
t
a
	
  on
	
  d
	
  t
efinition.	
  	
  Thus,	
  

n

g

c

e

y.

s 

”	
  	
  

enabl

	
  

e

h

 

e

th

	
  ex

e

t

 

e
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nt	
  

P

to

 

	
  which	
  

	
  
the	
  NTP

It	
  is
p

	
  to
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  publi
	
  not	
  s
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elf
th

sh	
  
-­‐

to 
e

evident
 RoC in

	
  tha
 

analysis	
  explaining	
  
th
w
e
h
	
  Ro
y	
  it
C
	
  t
	
  
o
is

a 

	
  a
time

ny	
  of	
  t

o
	
  a
t
	
  timeli

lie

e
he	
  proposed	
  process	
  cha
r manner? 

nges	
  would	
  enable	
  

report.	
  If	
  expediting	
  publication
k	
  s
	
  
e
is	
  
v
u
en
n
	
  y
r
e
	
  ma
ars
n
	
  t
ner.	
  	
  The	
  NTP	
  does	
  not	
  provide	
  an	
  

with	
  enhanced	
  tr
derstood	
  

o	
  p
t
u
o	
  
b
b
l
e	
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con
h	
  th

sist
e	
  mo
en
s
t
t
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re
n
c
d	
  
en
n
t
ot
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i
in
en
	
  con
nial
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ict)	
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w
T
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P
	
  
	
  
f
b
o
e
r
l
	
  
i
t
e
h
v
e
e
	
  p
s	
  
u
to
b
	
  b
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e	
  th
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e	
  p
e
r
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y
le
	
  and
m	
  th

	
  ORo
at	
  n

C
ee
	
  efficiency,	
  t
ds	
  to	
  be	
  sol

hen	
  it
ve

	
  is	
  hard	
  to	
  know	
  what	
  the	
  

proposed	
  chang
l
e
ic
s
	
  
	
  
t
w
o
o
	
  p
u
r
l
o
d
v
	
  “
i
s
d
o
e
l
	
  
v
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e
f
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o
	
  t
r
h
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em.
d
	
  
	
  comment	
  on	
  th

d
e
.	
  
	
  
	
  
e
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  t
t
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  wh
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a
	
  t
n
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y	
  of	
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n
	
  
o	
  

t
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imes	
  the	
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objective	
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u
l
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o
p
r
o
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  t
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  t
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  t
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  design	
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h
o
o
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a
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p
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o
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n
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o
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d
i
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o
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o
g
l
u
u
a
t
r
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n
t
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b
e
u
d
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o
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l
f
u
a
t
i
i
l
o
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n
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i
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